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«^i«a in tlie present 
n .n.. 84-93 and 123 are pending xn 
Claims 84 »J provisionally reDected. 

application. Claim 84 .s ^/^^ ^^.^^.^.^s-typ. <i-^^« . 
^fdiciallV created ^^^^^i^J .o-pendin. application 

♦ ^ ^« toeing unpa^^"*^ 
patenting as 

,0,132,106 „e p«vislonalx. 

« aadi^on. „ea«fl doctrine o£ 

:rr:::;r, ---r^r-rr ....e. ..... 3. 

Further. Claims 86-93 ana 

use 112, — ^ ^"'Ttls' 84-93 and 123 are rejected as 
Additionally. ,3 Obvious, over 

w^ina anticipated, or axt TA<*anada et al. or 

bexng an ^^^^^ jasanaoa 

, fts was amended to n-butanol. 
Claim 85 wa eLxithromyc:Ln was n 

solvent used to ma^« ,Xari£y the 

Claims 86-93 are ^^r^^ ^^^^^ ^^^^^^ .herein. 

recitation o£ the -^^^^^^"^^^^^ ,^is amendment. 

,o new matter has ^^^^ ^^^l^ claims 84-93 and 

The E^caminer-s re^ec ^^^^ ^l,e 

X.3 Shall now he addressed .n 

Bxaiainer - 



provisi 



ona.1 



Created_Doctrine_. . iw 

The Examiner has aouhle patenting, 

^.er the doctrine of tl^J^on .o. 10/152.106. 

,.er Claim 32 o. -"--^X"- the conflicting claims are 
The Examiner states that t « ^^^^^e dist.net 

.oc Identical, that they are n 



Relectionof.Claim 
of <^>>^'^o^s^^^ 



84 



s- 



Under_the^Jii^iSi^ 



Doutolg, 



Patentina 



ected Claim 



84 
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c tue claim o£ the co-pendxng v encompasses 
because tne cj.** fiascruihy^ate tout en«-'^ f 

ced to pure azithromycin sesau* y 

^"""^^l^^tures claimed in Claim 84. E^aioiner 
the mixtures ^^^^^t is incorrect as the 

Kxammer s ar^ .^^iousness-type double 
l,as confused non-statutory 

patenting -it^ ''^"'""^"".^^ion and co-pending Application 
the present ^^^^^^^^^ ^^^e date, the tes. for 
• 10/152,106 were ^^^J^.^^^.^r. otovio.sness-type 

determining if th _ biliousness test, 

double patenting xs a one invention 

11 *--he test would toe wn«^ obvious 

specifically, ^ present Applicatxon is obv 

in view of claim 

10/152,106. Application No. 10/152.106 

recites crystalline ^^^^^^"-7— ^T;;;^^ 

— " ™:u i. View =. ==-p.°-^- — 

present Claim 8* " "^-^ aiB=l=" « 

fixture o« ^^ia^SSSSC^^-^i^^S:;; 32 aoe. no. 

disclose o. -««^;^\7„,.„ di».yar«e. 

789 r.2d at 1577-VS a" 
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n not properly rejected for 
aou.Xe patenting over 



eated obviousness 



NO 



10/152,106 



proviso 



onal?S3 



ection 



of Claiitis 



84-i93 



judicially: 



Created 



nnc trine 



s-TyP! 



^.r,cT over cl&3^s 1 ^. Examiner states 

patenting, ov 10/652.962. Th« ^^.cal. that 

co-pending Appl^^atxon ^.^entical. 

^ the confliotiWS claxms claims of the 

that though the distinct because the cia 

they are not ^--^^^^^^ ^^lo. U-i-^ - '^^^^'^^ 
co-pending ^^'^'^^'^^^''^^^^g xuixtures claimed- 
compounds but encompasses m 

Ciai-^^^i^-^^^ .^ent i. i-orrect as the Examiner 
has con£u»ea non-s'^a'^ 

determining if thiS obviousness test, 

described in ^-^^ c>£ claims i 

cyclohexano. tetra jr 
solvates of azithromycin. 
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contrary to otwious in view of Co pe 

present Claios 84-86 iS ^ because the.e cc- 

clai- '*-';,rc3e or surest anv »i— ^ 

aiiaaaS^SiS-^^iS'^ tlese co-penaing oiain* ao 
aiithroowoin. Further, ^^^^^^ azithronwoin 
_ disclose or suggest aihyarate. 
.os^ihyarate »ith — oniy aominate present 

Hather. these — ^"^^'^.^^^^ „^n the 
cxai»a 84-86 ana 123 in '^^^^ „ ,,„^ai„. cyclohe.ane, 

..ithro».cin ^•'--";:^J^:::^..^1 etn.r soxvates o. 
tetrahyarofuran or tort ,„.x£. aoes not 

azithromycin. ^^'^''^' T^^ ^pxan. 789 r.W at 1577-78 
negate p.tent.»=ilitV (^e. 

and 804) . i„ are not properly 

«,ere£ore, the claims 84 8 ^^^^.^„a aool=le 

.alectea £or „ , »4-»e ana o£ CO- 

:::rr^ri:cation »o. 10..^... 

£i£i2S-Sl^ „ ,,ecitea in Clai-s 87-93. 

^plic«.ts . aiV^ate «ith 

relates to a mixture azithromycin 
azit«o«cin ethanol -^^^^^^^ ^„,,xe»e ,lV=cl -Ivate 
se.<r.il«yarate form G. a. ,„i,ate torm J o-: 

formH. a."*-'"^"" "TtX«e%or« «. However. Claims 
azithro»ycin -"^^^^^^''Z lt co-penaing plication «o 

1-7, 79-83. 94-96 ana 123 124 
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«iiaaeat any of the 

Claim. 1-'. do no^ disci"* or su,,est 

^licatio. NO. "'"^-'''^^^^^.^ „i.» any of 

„ix.»«. of t„ 3oXva«s or tear."- 

a.„r«»nCion,d ..i.hro»v=in „ ^...yara.e. »1« 

rorrt^^^'^"" "TsXtc/toZ".'!^ irpropenv 

a^ithroiwcin isopropanol sol d<»*ls 

^ ^ <uaioiallY-='=^*"^** , _^ 123-124 of 00- 

r,ject«4 for 3Uai ,9-83, 94-9^ " 

^ '^rt nver Claims 1-'' 
^rnrU-c^ion «o. 10..sa,,«. 

«,e Ex«^n.r Has '^^"^""L,^, as b.ing indefini"- 
^...3S use 112. second "-"'-f ,er^ -for» O- . 

specifically, ^•^'^''^^f^tr.^a-. -for^K-. "for- C . 
-£or» " are no. ar. r.cogni«d 

.£or» . ™ .„.ed rh.. there was no 

^v.^r- tlie Examiner sj^c^^^ ^ ^ a** v/nicli 

terms. Further, th A 

antecedent Msis xn cla.» 8 

„as recited in claims "'^ ,«t«.ents. claims 86-« 

^sponsive to the ""^""Z „rms "form D" . 

^av. 1-en amended to father cl ^. ^ 



^^ed to further ' ^ „. . -form o- , 

form ° ' ^ ^ A" 

n" "form R' and ^ ' 35 ^SC 112, 

form Q . ^^^^ rejection under 35 U 

..cond paragraph, is now moot . 
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Rejection 



84-93 



35 USCj^2(ai 



Under 



35 



under 



. ^2 a= i»»>er«.>=lV In view 

alternative, ^ ,.,1 qgn mereinatter Bayo 
^1...) or US patent No. «>. 

Ba^iS^-^iSS^^^^^^'^^^.aa et aa. 
' ^ Bavod Jasanada ec 

<->,^ ^reparation of Examine'^ 
disclose the prep ,^^t-butanol /water . The t. 

, .= *-e»T or from tert. «va azithroinycin 
acetone/water o ^ . ^ a mixture of azii^n 

v>iac the formation ot a acetone or 

states tHat azit^iromycin witn 

di^Vdrate and J in such a _ 

^.anol would have ^^^^^^^^ ,^at asserted that the 

Further, the ^--^//^..^o^^cin dihydrate and 
formation of a . acetone or ^u.anol would have 

1 rates of azithroioyciti with 
solvates o ^ ^^^^^^^ ^ 

been inherent xn s 

Claim^-H:^^-^^^ . . as recited in Clai«- 84-^5 and 

S nTI^' invention, as re dihydrate and one 

Applicants azithromycin dihy 

123. relates to a mi „ithromycin. 

or more hydrate /solvates Bayod Jasanada 

contrary - the -—/J/, of azithromycin 

al. do not disclose or ^^^^^^^^^.^.^es of azithromycin, 
lihydrate and one ^ ^ al. neither disclose nor 

.<«<.-ailv, Bayod aasaii ^..-m formed by 

specif ica-LJ-y' ^^mtie azitl^J^*"*^^ 

that the crystalline a acetone, by the 

suggest tna^ ^ert-butanol or aceu ^wate 

recrystalli^ation from ter ^^^^.butanol solvate 

^ ,,^ibed therein, contains ^^^^^ 
process described ^^^^^ jasanada et al • 

of azithxoittycin. Rathe 
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, of azithromyciix 

^oavLCt formed toy recrystall^** ^^tallii^e azitlnromycln 

. ™ t^.ert:-buta^ol ' or ace ton . „^ cites no other 

from terc Exa«i3.n.er C3.u«» 

^ ^„ Furthermore, the v«.taiiol solvate, or 

dihydrate. Fur ^ tert-toutanox 

references which teach f^^^a by ^^^^ 

.olv*te. would inherently ©e s^taption, 
acetone solvaTi«. -.^aminer has n^<^^ * ''^ . , 

Therefore, the Examxne solvent in a 

process. There ^^^^ o£ a 

without a stated ,,,thronc.cin to f orn. 

^= for recrystalli*'-^^ produce a solvate 

process, for inherently pro 

a.ithro«ycxn dxhy ^^^^^^ 

of said Lithromycin dihydrate. wxth 

---;-j;,rares are neither anticipated hy or 

obvious over Bayoa 

Clai!SS.3i^ ,3 recited in Ciaixos 86-93. 

Z^^-^ ' ^"^^:7:;i,hro«^cin dihydrate with 
relates to a -i-^-- ^'J^olvate form D. azithromycin . 
azithromycin cyclohexane .es^ihydrate form G. 

ethanol solvate form -^^^^^^^^.^ ,orm H. azithromycin 

. >,.««r/cin propylene glycol sox , «opropanol solvate 

azithronc/cm azithromycin isopx°fe' 

„.p„P«»l solvate ^°-J;^^;%„,„«e fo«. o. a.i.^o»=- 

,1. ao not <^-<=^°»' m^s. furtlvT. Bayed «3<««^ 

. =«ivates or hydrates. ^-ithromycin 
azithromycin solvates fixtures of azithro y 

^ do not disclose or sugg ^ azithromycin 

^ -^w any of the aforementioned 

dihydrate with any o 

solvates or hydrates. ^^.^^.omycin dihydrate. with 

""^""'r' J^cinTcl"- ^^"^ 
of -^-^X:: "olvate form azithromycin 
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_ propylene glycol solvate 

ses<jatl:xy<arate £o«a ^^^^^ form J. 

azithromycin xsopr P .^i^^mycin t^tr^hydrofuran 

t^tanol solvate form O. a ^^^^^^ „^^^yx etlx^r 

— : °:r::rtr :.ic.pat.a ^ o. o.v.ou. o^e. 

solvate form R. a'ce ix« 



Bayod Jasanada et al 

1 St al »- 



^^^^^^-^^^-^ . «fc al disclose 
. also stated that Allen 0t al . d 
The Examiner also s ^ihydrate from 

..e preparation of -^""^/^^^^^he Examiner asserted 
.etrahydxofuran and a ^^^^^^^^^'^ azithromycin dihydrate 
^^.at the formation of a m.xt ^^^^^^rofuran vould 

„a a solvate o£ azithromycin with 

nherent in such a process, 
have been inherent 

Cl^iB-M^^^-^^^^^ . „ as recited in Claims 84-85 and 
.ppiicants. ...™cin dihydrate and one 

123. relates co azithromycin. 

on. o. ».re aiscxose nor su,..s. 

specifically. All»" .^;>ro»y=in formed W 

.ecxy.talli«-i- -"•^v*^'^"'"' . 

^escribed t^^in- ..a« tba. tl.. 

J Ta^it-Her, Allen 
azithroaycin. Ba™ ' , ,,ithro..wcin from 

jor»ed l.y .,ithro»yCin dihydrate. 

te»ahydro£ura„ wa. ^..erencea which 
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..i.H.o.ycin form a.xt ^^^^ ,e,,^.tallxza..on 

inliarently produce a sol 

solvent. ^^itlxromycin dii^y<a^ate, witH ^ ^ _ 

Tnus. n^ixtures of „,.^^er anticipated 1^ or 

HYdrate/ solvates are n 
azithromycxn ny» 

. 1 ^ Af- dJ. • 



obvious over Allen et al • 



£iSi2S-87^ recited in Clai^ns 87-93. 

.ppXicants . „ein di.ydrate wi.- 

relates to a mixture of ^,ithro«^c.n 
...™cin etnanol ,,.,,xene .ly-X solvate 

ses<3uihydrate form G, az ^^^^ ^ 

.orm H, azit^ron^cin ^'-^^^^J^^ However,. .H- - 

azithromycin ^-P-^"^°\^°' t arxy of tlxe aforementioned 
... do not disclose J^^^^^lJ, ^...er, .iXen at al. 
azitnrorc^cin -^^^^^^^//^^/^i.eures of azitnro^cin 
ao not disclose or su..es ^.it^omycxn 
aihydrate with any of the 

solvates or hydrates. ^^^^^^romycin dihydrate. with 

Therefore, «l>ct:ures of azi ,,i^^.omycxn 

f a^^ithromycin ethanol solvat ^ solvate 

Of aTiiLtn ^ azithromycin propylene g y 

sesoaihydrate form G, a ^^^^^^^ ^ 

^ azithromycin n-propanox neither 
form H. a*'-^" ' solvate form M, are n 

azithromycin i-^"^^*^;^^ ^,,en et al. 

anticipated hy or ohvxous ov 



that the Examxner s r 3 
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tvoe doutole patenting. 
^ A«ctrine of obviousness-type 
created doctrin i02(a) and 35 USU x 

use 112, second paragraph, ^^^^^^^ ^,«per. 

pendin. Clai.. ^4-93 -d ..ese 

.^erefore. ^^^^^^^^^^ 3;!;3 123, as amended, be 

.ejections of Cl^xms ^^at a notxce of 

. ^ ADolicants further re^ 

allowance toe xss^ 
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